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1 . My name is William J. Rea. My office address is 8345 Walnut Hill Lane, Suite 
220, Dallas, Texas 75231. 

2. I am over 21 years of age, of sound mind, and competent to make this 
Declaration. All the statements made in this Declaration made on personal knowledge are true, 
or, if made on information and belief, are believed to be true. 

3. I graduated from Ohio State University College of Medicine in Columbus, Ohio. 
I then completed a rotating internship at Parkland Memorial Hospital in Dallas, Texas. I held a 
general surgery residency from 1963-67 and a cardiovascular surgery fellowship and residency 
from 1967-69 with The University of Texas-Southwestern Medical School system. 

4. I am a licensed physician in the States of Texas, Ohio, Arkansas, and Illinois. 

5. Among other practice certifications, I have held a practice certification from the 
American Board of Environmental Medicine since August 20, 1988. 

6. I am the author of four medical textbooks on the subject of chemical sensitivity: 
William J. Rea, Chemical Sensitivity . Vol. 1, Principles and Mechanisms, Lewis Pubs. 

(CRC Press), 1992; 

William J. Rea, Chemical Sensitivity . Vol. 2, Sources of Total Body Load, Lewis Pubs. 
(CRC Press), 1994; 

William J. Rea, Chemical Sensitivity . Vol. 3, Clinical Manifestation of Pollutant 
Overload, Lewis Pubs. (CRC Press), 1996; and 

William J. Rea, Chemical Sensitivity . Vol. 4, Tools of Diagnosis and Methods of 
Treatment, Lewis Pubs. (CRC Press), 1997. 

7. My medical textbooks on the subject of chemical sensitivity have been used in at 
least the following U.S. medical schools: Duke University; Brody School of Medicine at East 
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Carolina University; University of Texas at Ft. Worth; University of Oklahoma; and University 
of Kansas. 

8. I have published more than 100 research papers related to the topic of thoracic 
and cardiovascular surgery and environmental medicine. 

9. Among other offices held, I have been a Member of the Science Advisory Board 
for the United States Environmental Protection Agency. 

10. A true and correct copy of my curriculum vitae and list of publications is attached 
as Exhibit A (33 pages) to this Declaration. 

11. I am a named co-inventor on the above-referenced application for patent. 

I. Examiner Raises Irrelevant and Unfounded Allegations 

12. In the Office Action dated March 1 8, 201 0, on page 4, the Examiner states: 

. . . Barrett (2007) discloses a complaint filed against Inventor Rea 
filed with the Texas Medical Board which questions the validity of 
the diagnosis and treatment of chemical sensitivity as proffered by 
Inventor Rea. ... 

13. I believe the referenced complaint is completely irrelevant and prejudicial and 
should not be considered. 

14. On August 27, 2010, the complaint In the Matter of the License of William J. 
Rea, M.D., was finally resolved by Mediated Agreed Order (a settlement agreement), a true and 
correct copy of which is attached as Exhibit B (8 pages) to this Declaration. 

15. In the Mediated Agreed Order, the Board Charges were explained as follows: 
Board Staff filed a complaint at the State Office of Administrative 
Hearings ("SOAH") charging Respondent with violations related 

to five patients. The charges concerned Respondent's diagnosis 
and treatment of "chemical sensitivity." After the completion of 
discoveiy, it appears that notwithstanding the allegations of the 
complaint, the primary concern of the Board relates to and focuses 
on Respondent's use of chemical antigens and the informed 
consent for such treatment. 

Exhibit B, In the Matter of the License of William J. Rea, Mediated Agreed Order, August 27, 
2010, page 1 {emphasis added.) 
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16. The "use of chemical antigens" is not the subject matter of the above-referenced 
application for patent. The use of chemical antigens is not the treatment with autogenous 
lymphocytic factor ("ALF") as described and claimed in the application for patent. 

17. This matter was the result of an anonymous third-party complaint made to the 
Texas Medical Board against me in 2005. This type of complaint is made to the board without 
the knowledge or consent of the patient involved. All five patients cited in the complaint had no 
knowledge that they or their information was being used in this way. Further, none of the 
patients ever alleged mistreatment or malpractice against me, and all five remained under my 
care after this complaint. Additionally, all five of these patients wrote to the Texas Medical 
Board and informed them that they are not part of this complaint and they are not making any 
allegations against me of any kind. 

18. The Mediated Agreed Order did not make any factual findings against the use of 
the chemical antigen injections, but only states: 

3. Board staff asserts Respondent's treatment is 
unsupported by medical research and is non-therapeutic. In 
addition, Board Staff asserts there was a lack of proper informed 
consent for these treatments. 

4. Respondent asserts that his diagnosis, care, and 
treatment of the above patients was appropriate and in accordance 
with established principles of medicine and peer reviewed articles 
disclosed to the Board. 

Exhibit B, In the Matter of the License of William J. Rea, Mediated Agreed Order, August 27, 
2010, page 3, (emphasis added.) 

19. Except regarding the Informed Consent documents, the assertions against the use 
of the antigen injections were not agreed to and not adjudicated. I vigorously disputed these 
assertions and maintain that they were unfounded. 

20. To settle this matter, I agreed to change the Informed Consent documents used in 
my medical practice. Exhibit B, In the Matter of the License of William J. Rea, Mediated 
Agreed Order, August 27, 2010, pages 3-6. 

21. In the Office Action dated March 1 8, 201 0, on page 3-4, the Examiner states: 

... In addition, regarding Inventor Rea and the use of the factor 
recited in the claims (aka ALF aka autogenous lymphocytic 
factor), Hall indicates that is unclear if ALF can actually be used to 
treat disease (see pages 3-4). . . . 
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22. I believe the reference to Hall (2009) is completely irrelevant and prejudicial and 
should not be considered. 

23. Hall (2009) does not address the claimed subject matter in the above-referenced 
application for patent. 

24. Hall (2009) references a television "profile" of me on " Nightline " in 2008. Hall 
(2009), page 2. "Nightline" is a popular television news show, not any kind of a scientific 
forum. 

25. In my opinion, Hall (2009) makes an unfounded personal attack against me and 
smears fact, and such personal attacks should not be given any evidentiary weight regarding any 
application for patent. 

II. "Level of Skill" Regarding the Subject Matter of the Claimed Invention is Hi<>h 

26. In my opinion, the level of the skill regarding the subject matter of the claimed 
invention is high. More particularly, a person of ordinary skill in the art has the credentials of an 
M.D. and, in addition, is a practitioner in the specialty of environmental medicine. 

III. Chemical Sensitivity Refers to Symptoms. Not to Syndrome or Other Diseases 

The Chemical Environment 

27. As I published in my book in 1 992: 

The rapidly accelerating rate of growth of modem 
technology has been accompanied by a proliferation of a wide 
variety of new toxic chemicals such as styrene, polyesters, 
polyethylene, etc. Recent studies 1 " 3 show that nearly 50% of the 
global pollutants isolated from natural products or synthesized 
which enter the atmosphere are generated by man. The 
pervasiveness of toxic chemical agents is well documented. In 
1987, American industry poured 22 billion lb of toxic chemicals 
into the air, food, and water. Overall, Texas, ranking first in air 
and land releases, 4 dumped the most pollutants. Every day several 
million gallons of chemicals are emptied into Lake Erie, which is 
the source of drinking and bathing water for most cities from 
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Toledo to Cleveland, OH, to Buffalo, NY. Inorganic pollutants 
include ozone, carbon monoxide, nitrous oxides, sulfur dioxides, 
heavy metals, 5 " 10 and other metals (e.g., Al, Cu, etc.). 11 ' 12 Organic 
pollutants include pesticides, formaldehyde, 13 solvents (e.g., 
toluene and xylene), drugs, 14 terpenes, cleaning chemicals, 
cigarette smoke, combustion products, consumer products (e.g., 
clothing, building materials, hygiene products, etc.), 15-17 and 
biological compounds (mold toxins). 18 ' 19 The most toxic organic 
pollutants are those classified as halogenated aromatic and 
aliphatic hydrocarbons. 20 According to the EPA, 21 more than four 
million chemical compounds are currently recognized. Over 
60,000 of these are produced commercially, and about 3 new 
compounds are introduced each day. The rampant widespread 
presence of hazardous chemicals in our environment has become 
critical. 

William J. Rea, Chemical Sensitivity . Vol. 1, Principles and Mechanisms, Lewis Pubs. (CRC 
Press), 1992, pages 7-8, citations not included. 



"Chemical Sensitivity" or "Chemically Sensitive" Individual Refers to Symp toms 

28. "Chemical sensitivity" refers to symptoms. "Symptoms" refers to subjectively 
perceived problems or complaints reported by a patient. For example, a rash is a symptom that 
the immune system is reacting to something. "Signs" is the clinical term for symptoms, 
especially when observed by a physician. 

29. "Chemical sensitivity" is defined as "an adverse reaction to ambient levels of 
chemicals generally accepted as subtoxic in our environment in air, food, and water." William J. 
Rea, Chemical Sensitivity , Vol. 1, Principles and Mechanisms, Lewis Pubs. (CRC Press), 1992, 
Glossary, page 482. 

30. "Chemical sensitivity" is properly established by chemical challenge testing. 
"Challenge tests" are "tests designed to incite a reaction in the body by any route, i.e., oral, skin, 
inhalation." William J. Rea, Chemical Sensitivity . Vol. 1, Principles and Mechanisms, Lewis 
Pubs. (CRC Press), 1992, Glossary, page 482. This reaction in the body is observed by 
symptoms and signs, and additionally confirmed by abnormal laboratory data. 

31. A "chemically sensitive" individual (or patient) is a person has "chemical 
sensitivity" or is "chemically sensitive." 
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The Specification Defines and Uses "Chemically Sensitive" Referring to Symp toms 

32. In the Office Action dated March 18, 2010, on page 3, the Examiner states 
{emphasis added): 

... the term "chemically sensitive individual" is not specifically 
defined in the specification. However, based on page 12, last 
paragraph, and page 15, last paragraph of the specification said 
patients apparently encompass those suffering from dermatitis, 
vasculitis, asthma, organic brain syndrome, gulf war syndrome or 
immune system specific suppression, dysfunction or deregulation 
and arthritis. However, Orme et al. indicates that it is unclear if a 
diagnostic entity such as the "chemically sensitive individual" (oka 
multiple chemical sensitivity) with the aforementioned diseases 
actually occurs (see page 6, third paragraph from the bottom). . . . 

33. The specification of the above-referenced application for patent defines how the 

term "chemically sensitive" is being used in the specification and claims: 

. . . However, the emphasis of this invention is on the treatment of 
the individuals who have compromised immune systems that result 
in an abnormal susceptibility to environmental chemicals 
(chemically sensitive), pollens, dust, molds, food (allergies), 
bacteria and non-HIV viruses with recurrent infections. 

Specification, page 4, lines 10-14. 

34. In addition, the specification identifies this principal characteristic of "chemically 
sensitive individuals": 

The total of 290 chemically sensitive individuals that were 
investigated in these studies were affected principally by 
environmental incitants found in categories such as food, 
biological inhalants, and chemicals. 

Specification, page 13, lines 16-18. 

35. The term "chemically sensitive" individual is defined and used in the 
specification and claims with reference to symptoms, signs, and abnormal laboratory data. 



The Application and Claims Are Not Directed to "Multiple Chemical Sensitivity" 
36. The above-referenced application for patent does not use the term "multiple 
chemical sensitivity." The claims are 770/ directed to "multiple chemical sensitivity." 
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"Multiple Chemical Sensitivity" ("MCS") Refers to a Syndrome 

37. "Multiple chemical sensitivity" refers to a syndrome, not to symptoms, signs, and 
abnormal laboratory data. 

38. A medical definition of "syndrome" is the association of several clinically 
recognizable features, symptoms, phenomena, or characteristics that often occur together, so that 
the presence of one feature alerts to the presence of the others. The term syndrome derives from 
Greek, and it literally means "ran together." At least initially, the word refers to a set of 
detectable characteristics that ran together when the pathophysiology has not yet been 
discovered. 

39. In 1987, Mark C. Cullen proposed the syndrome of "multiple chemical 
sensitivity" (abbreviated as "MCS") as having seven diagnostic criteria: (1) some documentable 
environmental exposures, insults, or illness at onset; (2) symptoms affect more than one organ 
system; (3) symptoms recur and subside in response to predictable stimuli; (4) symptoms occur 
when exposed to different chemicals and toxins; (5) symptoms are caused by proven exposures; 
(6) exposures that produce symptoms must be very low (far below average levels); and (7) no 
common test of organ-system function can explain symptoms. Cullen, M. R., The worker with 
multiple chemical hypersensitivities: An overview . State of the Art Review, Occupational 
Medicine 2, 655-661. According to Cullen (1987), the criteria should not be restrictive and 
describe a sizeable patient population, as there are many patients who meet "some but not all of 
[the criteria]" (Cullen, p. 658). 

40. In my opinion, such a "multiple chemical sensitivity" syndrome has not been 
established. Nevertheless, people do suffer from chemical sensitivity, as shown by symptoms, 
signs, and abnormal laboratory data, and as demonstrable by chemical challenge testing. 

"Chemical Sensitivity" Symptoms Are Not Multiple Chemical Sensitivity" Syndrome 

41 . The terms "chemical sensitivity" and "chemically sensitive" individual should be 
understood as defined and used in the specification and as would be understood by a person of 
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skill in the field to which the application particularly pertains. These terms should not be 

equated with the syndrome of "multiple chemical sensitivity. " 



The Claims Are Not Directed to Other Diseases 

42. In the Office Action dated March 18, 2010, on page 3, the Examiner stated 
(emphasis added): 

... the term "chemically sensitive individual" is not specifically 
defined in the specification. However, based on page 12, last 
paragraph, and page 15, last paragraph of the specification said 
patients apparently encompass those suffering from dermatitis, 
vasculitis, asthma, organic brain syndrome, gulf war syndrome or 
immune system specific suppression, dysfunction, or deregulation 
and arthritis. 



43. As explained above, "chemically sensitive" individual is defined in the 
specification, and does not refer to "multiple chemical sensitivity" syndrome. 

44. Regarding other diseases, additional relevant text of the cited paragraphs from the 
specification is provided below: 

Clinical Testing and Results 

Twenty-five (25) individuals were used as normal controls. 
A total of 290 individuals were tested, including a first test group 
of 1 00 patients, and a second test group of 1 90 patients. The vast 
majority of these individuals were chemically sensitive, 
chronically ill patients, including those suffering from dermatitis, 
vasculitis, asthma, organic brain syndrome, gulf war syndrome, or 
immune system suppression, dysfunction, or deregulation. In 
addition, three (3) of the patients that were tested suffered from 
cancer, and one (1) was HIV positive. 

About five percent (5%) of the individuals that otherwise 
would have been in the studies could not tolerate ALF. Except for 
noting this fact, these patients were not included in the data 
because they did not take enough ALF to be evaluated. 

The total of 290 chemically sensitive individuals that were 
investigated in these studies were affected principally by 
environmental incitants found in categories such as food, 
biological inhalants, and chemicals. They presented" histories of 
varied backgrounds, but common among them was that all showed 
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irregular cell cycles including T and B lymphocytes and subset 
numbers and functions. ... 

Specification, page 12, line 17 - page 13, line 20. 

45. This cannot be construed as the examiner "apparently" suggests. In the full 
context of the application, this statement is properly interpreted as referring to the 290 
individuals as having at least the common denominator of being chemically sensitive, not that 
"chemical sensitivity . . . apparently encompasses" the listed the symptoms and diseases. 

46. In my opinion and experience, chemically sensitive individuals, as a class, 
frequently additionally suffer from one or more of a wide variety of other diseases. 
Nevertheless, other diseases are not part of the definition of "chemical sensitivity." Regarding 
"chemical sensitivity," the question of a causal connection to other diseases is irrelevant. 
"Chemical sensitivity" is not necessarily the cause of various other diseases. Only "chemical 
sensitivity" symptoms are required. 

IV. Evidence of Treating An Irregular Cell Cycle for T Lymphocytes 

The Examiner Overstates the Scope of the Claimed Invention 

47. In the Office Action dated March 18, 2010, on page 4, the Examiner states 
(emphasis added): 

Regarding the use of the claimed method to regulate an abnormal 
lymphocytic cell cycle of continuously dividing T and B 
lymphocytes in a mammal wherein said method encompasses the in 
vivo treatment of humans, there is no evidence in the specification 
that such regulation has been achieved using the claimed method. 
Regarding Wands factors 1-3, the claimed method encompasses a 
method wherein according to the specification the abnormal 
lymphocytic cell cycle of continuously dividing T and B 
lymphocytes in a mammal is normalized. 

48. Pending claim 49 is directed to "A method for treating a chemically sensitive 
individual having an irregular cell cycle for T lymphocytes ..." Claim 70 is similar to pending 
Claim 49 except that the preamble does not include the language "having an irregular cell cycle 
for T lymphocytes." 
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49. In addition, the specification and claims do not require the irregular cell cycle for 

T lymphocytes be "normalized" Of course, this is a desired goal, but the claims are directed to 

"treating," which is illuminated by the specification: 

. . . treating the individual with a therapeutic amount of the ALF, 
and determining the individual's lymphocytic cell cycle to observe 
any regulatory effect on the lymphocytic cell cycle and subsets. 

Specification, page 6, lines 16-18. 

... As treatment [with ALF] continued, in general, in about six 
weeks a more drastic shift toward that of a normal profile was 
observed. 

Specification, page 14, lines 8-9 (emphasis added). 

The specification discloses: "The autogenous lymphocytic factor (ALF) appears to act as 
a modulator since total lymphocytes, and T4 and T8 lymphocytes in particular, significantly 
elevated or decreased in order to obtain normalization." Specification, page 17, lines 4-6. In 
addition: 

According to the presently most preferred embodiment of the 
invention, the method can be used to establish a basis for the 
regulation of an individual's T lymphocytes that are observed to be 
irregular due to varied incitants; thus restoring normal T 
lymphocyte functions and the ability of a compromised individual 
to cope with multiple insults to his/her immune system. 

Specification, page 14, lines 15-21, as amended on April 23, 2008 (emphasis added). This 
language does not require complete regulation, but is a basis for regulation of the cell cycle. 



The Normal Cell Cycle for Both T and B Lymphocytes Was Well Known 

50. In the Office Action dated March 1 8, 201 0, on page 4-5, the Examiner states: 

The only actual data disclosed in the specification wherein the cell 
cycle of human cells is analyzed is that represented in Figures 2-A. 
Figures 2a and 2b represent data indicating the cell cycle of human 
peripheral T lymphocytes from "normal" volunteers. This data 
provides no information about the cell cycle of human peripheral B 
lymphocytes from "normal" volunteers. 
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51. However, the "normal" cell cycle was well known in the art at the time the 

invention was made and the application was filed: 

FIG. 1 is a diagrammatic representation of a normal mammalian 
cell cycle, wherein the overall cell doubling time is about 20 - 24 
hours, the G] phase lasting about 8-12 hours, the S phase lasting 
about 6 - 8 hours, the G 2 phase lasting about 3 - 5 hours, and the M 
phase lasting about 0.5-1 hour. 

Specification, page 5, lines 13-16 (emphasis added). 

52. It would be understood by a person of skill that this description of 
the cell cycle in Figure 1 refers generally to the cell cycle applicable to both T and B 
lymphocytes, which are continuously-dividing cells, also known as labile cells. Labile cells are 
cells that multiply constantly throughout life. For example, it is well known that if the cell cycle 
for such labile cells is normal, the cells should spend little or no time in the quiescent G 0 phase of 
the cell cycle, but rather should regularly perform cell division. 

53. In addition, it was well known in the art at the time the invention was made and 
the application was filed that the cell cycles for T and B lymphocytes are substantially similar. 

54. It would be understood by a person of skill in the art that Figure 1 is an idealized 
representation of the cell cycle, and that there is individual variation in the actually measured cell 
cycles. 

55. Further, the specification states: "FIG. 2a is a normal DNA histogram of human 
peripheral T lymphocytes. FIG. 2b is a representative cell cycle DNA histogram obtained from 
"normal"' or "control" volunteers." Specification, page 8, lines 1-2. 

56. The specification discloses: "Furthermore, it is possible to independently establish 
as a matter of trivial routine experiment the norms for the lymphocytic cell cycle." Specification, 
page 8, lines 13-15 (emphasis added). 



The Specification Evidences Improvement in the Cell Cycle for T Lymphocytes 

57. In the Office Action dated March 18, 2010, on page 5, the Examiner continues 

(emphasis added): 

... The specification indicates that abnormal lymphocytic cell 
cycle of continuously dividing T and B lymphocytes in a mammal is 
regulated. Figures 3a -3c purport to show the "irregular cell cycle 
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profiles from environmentally compromised individuals". There is 
no disclosure as to what cells are referred to in said figure (e.g., 
only T cells, T and B cells, unfractionated lymphocytes, 
unfractionated leukocytes, etc.). Thus, it is unclear if there is any 
relationship between the data disclosed in Figure 2 and that in 
Figure 3 because it is unclear whether said Figures refer to the 
same or different cell populations. A similar problem exists with 
the data represented in Figure 4. Furthermore, if the data disclosed 
in Figure 4 refers to the cell cycle of T cells, it appears that the cell 
cycle of untreated patients in Figure 4a more closely approximates 
that seen in the normal controls than that seen in Figure 4c. Thus, 
the evidence of record suggests that the claimed method cannot be 
used to "regulate" the cell cycle of abnormal lymphocytic cell 
cycle of continuously dividing T and B lymphocytes because the 
term regulate would encompass normalization of an abnormal cell 
cycle and this has not been demonstrated. In addition, based on the 
data presented in the specification, it is unclear whether any effect 
on the cell cycle of continuously dividing B lymphocytes in a 
mammal has been achieved. . . . 

58. As stated above, pending claim 49 is directed to: "A method for treating a 
chemically sensitive individual having an irregular cell cycle for T lymphocytes ..." 

59. The specification also states: "The cell cycle presents a reflection of the status of 
the T lymphocytes in an individual." Specification, Page 14, line 15. 

60. In addition, the specification teaches: 

To determine the lymphocytic cell cycle, and the T and B 
lymphocytes and subset counts of the individual, heparanized 
lymphocytes can be used; .... 

Cells tagged fluorometrically for DNA content are 
analyzed in a flow cytometer ... and such equipment and 
techniques are well known to those skilled in the art. This 
information provides a 'snapshot' of the individual's present cell 
cycle. T and B cells and subsets counts are preferably also 
measured on the flow cytometer. 

Specification, page 7, line 15- 23. 

61. It is clear from the specification that unless otherwise specified, the "cell cycle" 
refers to the cell cycle for mixed T and B lymphocytes, including all subsets, which is disclosed 
to present a reflection of the status of the T lymphocytes, including all subsets. No other 
interpretation is reasonable. 
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62. In addition, it would be known to a person of skill in the art at the time the 
invention was made and the application was filed that T cells are generally well over 1 0 times 
more numerous than B cells. The specification is consistent with this. See, e.g., Specification, 
Tables 7 and 17. Thus, a DNA histogram of combined T cells and B cells would typically be a 
reflection primarily of the status of the peripheral T lymphocytes. The specification was written 
to a person of skill in the art, who would understand this. 

63. Accordingly, the "cell cycle" histogram for mixed T and B lymphocytes is 
reflective of the well-known normal cell cycle for T lymphocytes." Indeed, the "cell cycle" for 
mixed T and B lymphocytes includes the cell cycle for T lymphocytes, and is predominately that 
of T lymphocytes. This is clear. 

64. Whether the cell cycle is determined specifically for T lymphocytes or it is based 
on mixed T and B lymphocytes, the cell cycle it is a reflection of the status of T lymphocytes. 

65. Among other evidence provided in the specification, the written description 

states: 

Significant changes were typically observed in patients 
treated with ALF. Changes were observed in improvement of 
overall clinical manifestations and immune studies. With regard to 
clinical manifestations, minimal symptoms (which were improved 
over the onset symptoms) continued after three weeks of continued 
therapy with ALF. Immunologically, there were significant 
regulations of lymphocytic cell cycles, especially from one phase of 
the cycle to another, and changes in T and B lymphocyte cell 
numbers and functions. Patients became less sensitive to 
exposures and more tolerant to specific incitants. As treatment 
continued, in general, in about six weeks a more drastic shift 
toward that of a normal profile was observed. 

Specification, page 14, lines 1-8 {emphasis added). 

66. The patients who could not take ALF did not exhibit such dramatic improvement. 

67. Figures 4a-c represents a single case history. These figures illustrate to a person 
of skill in the art a drastic improvement in the cell cycle, which is a reflection of the 
improvement of the cell cycle for T lymphocytes. The progression of these figures shows a shift 
from a cell cycle in which the majority of cells were predominately "stuck" in the G 2 ^M phase. 
This is an abnormal cell cycle compared to the normal cell cycles illustrated in Figures 1 and 2a 
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and 2b. Figure 4c shows that the cell cycle for the patient had been drastically shifted after about 
six weeks toward the normal cell cycle, in which the majority of cells are in the G 0 -Gi phase. 

The Claims Do Not Require Regulation in Patients Suffering from Autoimune Disease 

68. In the Office Action dated March 1 8, 2010, on page 5, the Examiner states: 

There is no evidence provided that the claimed invention can be 
used to regulate the abnormal lymphocytic cell cycle of 
continuously dividing T and B lymphocytes in patients suffering 
from autoimmune disease. 

69. The specification states: 

It is anticipated that the invention can also be applied to the 
study of the prevention and/or treatment of some cancers. Being a 
biological response modifier, and having proven efficacies in 
certain non-HI V viral infections, the invention is also expected to 
stimulate the immune system of immuno-compromised 
individuals, thus, it is expected that HIV-positive individuals 
might be benefitted. The invention is expected to be useful in the 
study of the dysfunctional and suppressed immune system of HI V- 
positive individuals, which may also result in a therapy. 

Specification, page 4, lines 14-20. 

70. The application is not claiming to have had proof of regulating a cell cycle that 
may be abnormal for any conceivable reason. 



The Results Obtained are Too Large to Attribute to Other Treatments 

71 . In the Office Action dated March 1 8, 201 0, on page 5, the Examiner states: 

Furthermore, the treated patients also received other treatments 
(for example see page 15) so it is unclear as to what treatments 
contributed to the "results" obtained in the specification in the 
absence of an appropriate control group. 

72. In my experience as a practitioner, the results obtained with the treatment were 
much faster, much more positive, and much higher in occurrence among the 290 chemically 
sensitive patients described than could be attributed to the placebo effect or any of the other 
therapies or treatments that had been used until that time in environmental medicine. In my 
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opinion, a person of skill in the field would appreciate the improvements indicated by the data 
presented, including in the tables of the specification, as being unprecedented and highly 
indicative that ALF was responsible for such a large effect. This evidence would be generally 
recognized by those of ordinary skill in the art as convincing evidence of the asserted utility of 
the described and claimed methods. 

A Theoretical Explanation Was Offered in the Specification 

73. In the Office Action dated March 1 8, 2010, on page 5, the Examiner states: 

It is also noted that the number of cells used in the procedure 
disclosed in pages 9-10 to prepare ALF would yield a protein 
preparation with a concentration of any particular protein that 
would be far below that used for any biological modifier used to 
treat humans. For example, the use of rituximab in humans 
requires a dosage of approximately 750 mg per patient wherein 
said quantity requires billions to cells to produce such a quantity of 
molecule. 

74. Without limiting the invention to any particular theoretical explanation, the 
specification offered a preliminary theoretical discussion of the preliminary clinical successes as 
reported in the application. Specification, page 22, line 20 - page 23, line 1 7. 

V. No Undue Experimentation Required 

75. Preliminary evidence was provided at the time of filing the application of some 
highly successful treatments according to the claimed invention, in rate of response, degree of 
response, and frequency of response that could only be attributed to the new treatment with ALF. 

76. The specification provides a "cook book" example of the procedure for practicing 
the invention. 

77. The statements contained in the written description regarding the scope of the 
claimed invention as set forth in the presently pending claims are supported by the data 
presented. 

78. As discussed above, the level of the skill regarding the subject matter of the 
claimed invention is high. 
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79. Based an (he description in the specification and the above factors, there is no 
requirement for "undue experimentation," A person of skill in the art, based on the invention 
disclosure and w,lh good financial and time resources, could conduel additional testing and 
clinical trials using the invention to elucidate The cause-and- effect rclalionshipa involved. 



SO. I hereby declare that ail statements made herein of my ox™ knowledge are tree, 
that all statements made on information and belief are believed to be true, and further that these 
statements are made with the knowledge that willful false statements and the tike so made are 
punishable by fine or imprisonment, or both, under § 1001 of Title IS of the United States Code, 
and thai such willful false statements may jeopardize the validity of the application, and patent 
issuing thereon, or any patent to which this verified statement is directed. 
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Health and Disease, Dallas, Texas February 1997. 
Pan American Allergy Society, Annual Training Course and Seminar, San 
Antonio, TX. March 19-23, 1997. 

American Academy of Environmental Medicine, Spring Instructional 

Courses, Kansas City, MO. April 17-22, 1997. 
Sociedad Mexicana De Alergia en Otorrinolaringologia, Guadalajara, 
Mexico, January 24, 1998. 

American Academy of Environmental Medicine, Instructional Courses, 

Potomac, MD. April 2-7, 1998. 
American Academy of Otolaryngic Allergy, 57 th Annual Meeting, San 

Antonio, TX. September 10-12, 1998. 
American Academy of Environmental Medicine, 33 rd Annual Meeting, 

Baltimore, MD. November 6-8, 1998. 
Seventeenth Annual International Symposium on Man and His 

Environment in Health and Disease, Dallas, TX. June 10-13 

1999 . 



The Health Impact of Chemical 
Research Planning Conference, 
2, 1999. 

Pan American Allergy Society, 



Exposures During the Gulf War: A 
Atlanta, GA. February 2 8- March 

43 ld Annual Training Course and 
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Seminar, San Antonio, TX. March 10-14, 1999. 
American Academy of Environmental Medicine, Instructional Courses 

St. Charles, IL. March 21-26, 1999. 
"A Healthy Home and School for Your Child", Richardson Church of 

the Nazarene, Richardson, TX. April 20, 1999. 
American Academy of Otolaryngic Allergy, New Orleans, LA. 

September 23-25, 1999. 
American Academy of Environmental Medicine, Coeur d'Alene, ID 

October 10-12, 1999 . 
4 th International Congress of Bioenergetic Medicine, Orlando Fl 

February 25-27, 2000. 
Pari American Allergy Society, San Antonio, TX. March 8-12, 2 000. 
12 th International Symposium, Integrative Medicine, Lisbon, Portugal 

Portugal, June 22-25, 2000. 
National CPA Health Care Advisors Association, HCAA- Sponsored 

Health Care Track, Chicago, Illinois, July 19-21,2000. 
Anti-Aging Conference & Exposition, Chicago, Illinois, July 22-23,2000. 
Fifty-Ninth Annual Meeting, American Academy of Otolaryngic Allergy, 

Washington, D.C., September 21-23, 2000. 
American Academy of Environmental Medicine, Hilton Head, SC, 

September 27-30, 2000. 
Seminars on Scientific Aspects of Fluoridation, San Antonio, TX, 

October 14, 2000. 

Endometriosis Association 20 th Anniversary Conference, Milwaukee WI 
October 21, 2000. 

American College for Advancement in Medicine, Advanced Anti-Aging 

Workshop, Salt Lake City, UT, October 25-26, 2000. 
American Academy of Otolaryngic Allergy, Austin, TX, November 30 - 

December 3, 2 000. 

International Symposium on Current Status of Indoor Air Pollution by 

Organic Compounds and Countermeasures for Healthy Housing, Tokyo 

Japan, January 13, 2 001. 
La Sociedad Mexicana de Alergia en Otorrinolaringologia , Guadalajara, 

Mexico, February 1-3, 2 001. 
Pan American Allergy Society, San Antonio, Texas, March 7-11, 2001. 
American Academy of Environmental Medicine, Colorado Springs, 

^Colorado, March 29-31, 2001. 
19 Lh International Symposium on Man & His Environment in Health & 

Disease, Dallas, Texas, June 7-10, 2001. 
American Academy of Otolaryngic Allergy, Denver, Colorado, 

September 6-8, 2001. 
Texas Conference Medical-Dental Outreach Congress, Corpus Christi, 

Texas, October 4-6, 2001. 

New England Conference on Health, Environment, and Medicine, 

Farmington, Connecticut, October 13, 2001. 
American Academy of Environmental Medicine, Colorado Springs, 

Colorado, October 18-20, 2001. 
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Texans for Alternatives to Pesticides, Dallas, Texas, March 5, 2002. 
Pan American Allergy Society, San Antonio, Texas, March 14-17 ' 2002 ! 
Twentieth International Symposium On Man and His Environment in 

Health and Disease, Dallas, Texas, June 6-9, 2002. 
American Academy of Otolaryngic Allergy, San Diego, CA September 

19-21, 2002. 

International Symposium on Indoor Air Quality and Health Hazards, 

Tokyo, Japan. January 8-11, 2003. 
La Sociedad Mexicana de Alergia en Otorrinolaringologla, 

Aguascalientes , Mexico. February 26-28, 2003. 
Pan American Allergy Society, San Antonio, Texas. March 20-23 

2003. 

American Academy of Environmental Medicine, Piano, Texas April 3-7 
2003. 

Nutrition for Optimal Health Association, Inc., "Environmental 

Aspects of Health and Disease," Chicago, Illinois. May 7, 2003. 
5 tn Congresso Internazionale Teorico Pratico di Nutrizione 

^Olistica, Rome, Italy. May 23-25, 2003. 
21 st International Symposium on Man and His Environment in Health and 

Disease, Dallas, Texas. June 19-22, 2003. 
62 nd Annual Meeting, American Academy of Otolaryngic Allergy/Foundation, 

Orlando Grand Lakes, Florida. September 18-20, 2003. 
Chemical Injury Information Network, Fairfax, Virginia . October 5, 2003. 
American Academy of Environmental Medicine, Phoenix, Arizona. 

October 30 - November 2, 2 003. 
La Sociedad Mexicana de Alergia en Otorrinolaringologia , 

Aguascalientes, Mexico. February 25-28, 2004. 
Pan American Allergy Society, San Antonio, Texas. March 11-14, 2004. 
American Academy of Environmental Medicine, Overland Park, Kansas 

April 15-19, 2004. 
IDEA 2004, Miami, Florida, April 27-29, 2004. 

The American Academy of Integrative Medicine, Manhattan, NY, April 
30, 2004. 

22 ncl Annual International Symposium on Man and His Environment in 

^Health and Disease, Dallas, Texas, June 24-27, 2004. 
63 rd Annual Meeting, American Academy of Otolaryngic Allergy, New 

York, NY, September 17-20, 2004 
39 th Annual Meeting, American Academy of Environmental Medicine, 

Hilton Head Island, SC, October 28-31, 2004. 
La Sociedad Mexicana De Alergia En Otorrinolaringologia A.C., 

Veracruz, Mexico, March 2-5, 2 005. 
Pan American Allergy Society, Grapevine, TX, March 17-20, 2005. 
American Academy of Environmental Medicine, Oakbrook, IL, April 

13-18, 2005. 

Annual Raymer Family Lecture, Sir Mortimer B. Davis- Jewish General 
Hospital - McGill University, Montreal, Canada, April 28, 2005. 

22" Annual International Symposium on Man and His Environment in 
Health and Disease, Dallas, Texas, June 24-27, 2005. 
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Mountain Valley Spring Company, Hall of Fame, Charleston, SC October 
1-8, 2005. 

40" h Annual Meeting, American Academy of Environmental Medicine Tucson 

AZ, October 27-30, 2005. 
Congreso Annual Internacional Sociedad Mexicana de Alergia en 

Otorrinolaringologia, Mazatlan, Mexico, February 15-18, 2 006. 
Intestinal Health. .. .And Beyond, Dallas, Texas, March 3-5, 2006. 
Pan American Allergy Society, Grapevine, Texas, March 9-12, 2006. 
13 th International Symposium on Functional Medicine, Tampa, Florida 

April 19-22, 2006. 

American Academy of Environmental Medicine, Kansas City, Kansas April 
27-30, 2006. 

American College for Advancement in Medicine, Dallas, Texas, May 5-6 
2006. 

Eighth Congress of Olistic Nutrition, Paestum, Italy, May 12-14, 2006. 
La Sociedad Mexicana de Alergia en Otorrinolaringologia, Saltillo, Coah. 

Mexico, August 31 - September 2, 2006. 
Defeat Autism Now, Seattle, WA, October 6-8, 2006. 
American Academy of Environmental Medicine, St. Louis, Missouri, 

February 22-24, 2007. 
Pan American Allergy Society, Grapevine, Texas, March 15-18, 2007. 
Defeat Autism Now, Alexandria, Virginia, April 19-23, 2007. 
2 5 Ln Annual International Symposium on Man and His Environment in Health 

and Disease, Dallas, Texas, June 7-10, 2007. 
California Naturopathic Doctors Association, San Diego, California, 

October 20 - 21, 2007. 
American Academy of Environmental Medicine, Rancho Mirage, California, 

October 31 - November 4, 2 007. 
American Academy of Environmental Medicine, Kansas City, Missouri, 

February 28 - March 2, 2 008. 
Sociedad Mexicana Del Alergia En Otorrinolaringologia, A.C., Saltillo, 

Coahuila, Mexico, March 5-8, 2008. 
II Congreso de Medicina Ambiental, Madrid, Spain, May 30 - June 2, 
,, 2008 - 

26'' h Annual International Symposium on Man and His Environment in Health 

and Disease, Dallas, Texas, June 19-22, 2008. 
Curso de Ensenanza en Alergia y Medicina Ambiental, Puebla, Mexico, 

September 3 - 6, 2 0 08. 
8th National Congress of the Italian Occupational and Environmental 

Allergic Dermatology Society (SIDAPA) , Florence, Italy, October 23- 

25, 2008. 

American Academy of Environmental Medicine, Orlando, Florida, October 
30 - 11/1/08. 

Pan American Allergy Society, The Woodlands, Texas, March 12-15, 2 009. 
SOMAO Congress, Xalapa, Ver., Mexico, March 19-21, 2009. 
American Academy of Environmental Medicine, Overland Park, Kansas, 
April 2-6, 2009. 

Autoimmune Disease Symposium, San Francisco, California, April 22-26, 
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2009 . 

27 Lh Annual International Symposium on Man and His Environment in Health 
and Disease, Dallas, Texas, June 25-28, 2009. 

Congresso Internacional Sobre Medicina Ambiental, September 5-7, 2 009, 
Manaus , Brazil. 

Ontario Association of Naturopathic Doctors: Revolutionizing Medicine, 
The Connection Between the Environment and Health. November 13-15 \ 
2 009, Toronto, Ontario, Canada. 



ABSTRACTS 

1. Laseter, J.L., Rea, W.J., Buckley, T.P., DeLeon, B.S., 
Antoine, S.R.: Occurrence Of Chlorinated Phenoxy Acid 
Herbicides And Chlorinate Phenols In Environmentally 
Sensitive Patients. Presented, American Academy of 
Environmental Medicine. 19 85. 

2. Laseter, J.L., DeLeon, B.S., Antoine, S.R., Rea, W.J., Alger, 
C: Analysis And Distribution Of Selected Volatile Organics In 
Whole Blood From Environmentally Sensitive Patients. 
Presented, American Academy of Environmental Medicine. 1985. 

3. Jones, F.M., Butler, J.R., Lawlis, G.F., Rea, W.J.: 
Psychological Intervention Techniques: Part Of The Clinical 
Ecology Treatment Team Approach. Presented, American Academy 
of Environmental Medicine. 1986. 

4. Sherek-O' Connor, R. , Butler, J.R., Rea, W.J., Johnson, A.R.: 
Total Stress Load Inventory: A Validation Study. Presented, 
American Academy of Environmental Medicine. 1986. 

5. Rea, W. J. : The Role of The Enzyme Detoxification Systems in 
Chemical Sensitivity. 

6. Rea W.J., Ching, P.Y., Johnson, A.R., Butler, J., Laseter, j. : 

Organic Solvents - A Possible Etiology For Some Patient's 
Psychoimmunopathology . 

7. Rea, W.J., Fenyves, E.J., Johnson, A.R., Smiley, R.E., and 
Sprague, D.E.: A Double Blind Study of Chemical Sensitivity. 

8. Rea, W.J.: Environmental Effects of ENT And Upper Respiratory 
System. 
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9. Rea, W.J. : Controlled Environment for Study of Environmental 
Pollutants in Buildings. 

10. Rea, W.J., Smiley, R.E., Sprague, D.E., Johnson, A.R., de 
Victoria, A.L., Tucker, W.F., and Fenyves , E.J. : Bronchial 
Lavage as an Adjunct to the Treatment of Acute Recurring 
As thma . 



11. Rea, W.J., Smiley, R.E., Sprague, D.E., Johnson, A.R., de 
Victoria, A.L., Tucker, W.F., and Fenyves, E.J. : Chemical 
Sensitivity as a Result of Overexposure in The Work Place. 

12. Rea, W.J., Smiley, R.E., Sprague, D.E., Johnson, A.R., de 
Victoria, A.L., Tucker, W.F., and Fenyves, E.J.: Formaldehyde 
Sensitivity Following Exposure to Building Material. 

13- Rea, W.J., Smiley, R.E., Sprague, D.E., Johnson, A.R., de 

Victoria, A.L., Tucker, W.F., and Fenyves, E.J.: The Pancreas 
as a Target Organ in The Chemically Sensitive Individual. 

14. Rea, W.J., Smiley, R.E., Sprague, D.E., Johnson, A.R., Edgar, 
R.T., Fenyves, E.J., Greenberg, M. , and Williams, M.L.: Food 
Injection Therapy. 

15. Rea, W.J., Smiley, R.E., Sprague, D.E., Johnson, A.R., de 
Victoria, A.L., Tucker, W.F., and Fenyves, E.J.: Bronchial 
Lavage as an Adjunct to the Treatment of Acute Recurring 
Asthma . 



!6. Rea < W.J., Smiley, R.E., Sprague, D.E., Johnson, A.R., de 

Victoria, A.L., Tucker, W.F. and Fenyves, E.J.: Chemical 
Sensitivity as a Result of Overexposure in the Work Place. 

17. Rea, W.J., Smiley, R.E., Sprague, D.E., Johnson, A.R., de 
Victoria, A.L., Tucker, W.F. and Fenyves, E.J.: Formaldehyde 
Sensitivity Following Exposure to Building Material. 

18. Rea, W.J., M.D., F.A.C.S., F.A.C.A.: Which Environmental 
Substances Can Cause Illness. 

19. Rea, W.J., M.D., F.A.C.S., F.A.C.A.: Immunological and 
Non- Immunological Mechanisms. 

20. Rea, W.J., M.D., F.A.C.S., F.A.C.A.: Management of Chemical 
Exposures . 



21. 



Kuehn, K.A., Johnson, A.R., Rea, W.J.: Sequential Sampling 
and Identification of Fungal and Pollen Genera Within the 
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Dallas City Area: The Floral Picture? 

Kuehn, K.A., Johnson, A.R., Rea, W.J.: Preliminary 
Observations on the Airborne Mycofloral Component Within the 
North Dallas metroplex. 

Kuehn, K.A., Johnson, A.R., Rea, W.J.: Airborne Algae: Is It 
Prevalent? Is It Important? 

Kuehn, K.A. , Johnson, A.R., Rea, W.J.: Airborne Mycota 
Identified from Domestic Interiors Within Various Regions of 
Texas . 

Kuehn, Kevin A., Johnson, Alfred R. , Rea, William J. : 
Ascomycetes: An Overlooked Aeroallergin . 

Kuehn, Kevin A., Johnson, Alfred R. , Rea, William J. : 
Superficial Dermatomycotic Infection By Common Edaphic Fungal 
Species . 

Kuehn, Kevin A., Rea, William J., Johnson, Alfred R. : 
Sequential Sampling and Identification of Pollen Genera Within 
The North Dallas Metroplex: Seasonal Variation Over A Three 
Year Period. 

Chen, B., Price, S.C., Bridges, J.W.: How Environmental 
Chemicals May Contribute to "Total Body Load" - A Study of the 
Effect of Four Compounds on the Liver-Thyroid Axis. 

Rea, W.J., Pan, Y. , Johnson, A.R., Ross, G. H., Suyama, H., 
Fenyves, E.J.: Progress on Persian Gulf War Illnesses 

Rea, W.J., M.D., F.A.C.S., F.A.C.A.: Mitogenic Effects of 
Mycotoxins on T 4 Lymphocytes . 

Baird, N. , Deborah, Rea, W.J.: The Temporomandibular 
Joint, The Implant Controversy. 

Nicolson, Garth, L. , Hyman, E., Both-Korenyi , A., Lopez, 
D.A., Nicolson, N. , Rea, W. , Urnovitz, H.: Progress on 
Persian Gulf War Illnesses - Reality and Hypotheses. 



33. Higuchi, H., Miyata, M. , Ishikawa, S., Rea, W. J. : 

Abnormalities of the Autonomic Nervous System in Chemically 
Sensitive Patients with Silicone Breast Implants. 
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34. Rea, W.J., Pan, Y., Fenyves, E.J., Griffiths, B: The 
Clinical Implementations of Autogenous Lymphocytic Factor 
in the Chemically Sensitive. 

35. Rea, W.J., Griffiths, B.B., Griffiths, B., Pan: The Role of 
the Cell Cycle and An Autogenous Lymphocytic Factor in Clinical 
Medicine . 

36. Mehra P, Rea W, MD, Wolford LM, DDS : Metal Hypersensitivity in 
Complex TMJ Patients . 



POST GRADUATE TRAINING PROGRAMS 

From the Environmental Health Center - Dallas, affiliated with: 

A. The University of Texas at Dallas, Ervin Fenyves, Ph.D. 

B. The North Texas State University, Joel R. Butler, Ph.D. 

We have now graduated 10 individuals who received their 
Ph.D. from research done in collaboration with our Center. 

Clinical Training, M.D., D.O. - 9 months to 3 years. 
Programs - 10 individuals have completed. 

Research Fellowships from the Faculty of Medicine; Peking 
Union Medical School, Peking, China, 3 completed. 

Each year we organize and sponsor The International 
Symposium on Man and His Environment in Health and 
Disease . 

We have an agreement with the Kitasato Medical School 
Department of Ophthalmology. Satoshi Ishikawa, M.D. is 
the Dean of Ophthalmology. We have trained 7 of his 
faculty in ophthalmology, each who have spent a year with 
us. We have done numerous research projects and published 
papers on the research. 
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LICENSE NO. D-2294 



IN THE MATTER OF 
THE LICENSE OF 

WILLIAM JAIffiS REA, M.D. 



BEFORE THE 
TEXAS MEDICAL BO AID 



MmmBMBsmsmm 

Oa die 1 1 day of _ j^tyi.wj?!-. 201 0, came on to be heard before the 

I«bs Medical Board (the "Board"), duly in session, the matter of the license of William James 
Ret, M.D. CRespoadcnf). 

On November 14 2006, Respondent appeared in perron, with counsel Stephen A. Coke, 
at an Informal Show Compliance Proceeding and Settlement Conference ("ISC") in response to a 
letter of tevitetiaii ftom the staff of the Board. Tha Board's »pesmtativ« were Keith Milte, 
M D , »d Pralett® SsuAwd, oembw of the Bo«4 Mark Martyn represented Board staff. 

Following the ISC a formal complaint was filed at the State Office of Administrative 
Hearinp ("SOAH"). Subsequent to the filing at SOAH s mediation conference was held on 
August 21, 2008. Respondent appeared with counsel, Algis Augustine. The Board was 

leprescntcd Scot Freshonr. 

Tte matter did not settle at mediation. Respondent then retained Jacques Simon as lead 
counsel, Discovery was undertaken in this matter. After discovery was complete! but prior to 

conwniag the contested case hearing the parties reached settlement. 



Board Stat? Sled a complaint at the State Office of Administrative Hearings ("SOAK") 
charpng Respondent with violations related to five patients. The charges concerned 
Respondent's diagnosis and treatment of "chemical sensitivity." After the completion of 
discovery, it appears that notwithstanding the allegations of the complaint, the primary concern 

of the Board relates to and focuses on Rttpendent's'use of chemical antigens and the informed 

consent for such treatment 
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EXHIBIT 

i 8 



BOARD HISTORY 
Respondent has not previously received a disciplinary order from the Board. 
Upon the recommendation of the Board's representatives end with the consent of Respondent, 
the Board makes the following Findings and Conclusions of Law and enters this Agreed Order. 

FINDINGS 

The Bossri in* that: 

1. Respondent received ail notice required by law. All jurisdictional requirements have 
ton satisfied. Respondent waives any defect in nolies and any further right to notice or 
hearing under the Medical Practice Act, Title 3, Subtitle B, Texas Occupations Code (the 
"Act") or the Rules of the Board. 

2. Respondent currently holds Texas Medical License No. D-2294. Respondent was 
originally issued this license to practice medicine in Texas on June 22, 1965. Respondent 
is also licensed to practice in Ohio, Arkansas, and Illinois. 

3. Respondent is primarily engaged in the practice of enviromentai medicine. 
Respondent is board certified by the American Boards of Cardiovascular Surgery and 
General Surgery, members of the American Board of Medical Specialties. 

4. Respondent is a member of the American Academy of Environmental Medicine and 
the Pan American Allergy Society, and practices medicine pursuant to the guidelines of 
those professional associations and has cerfifscatwiis from those medical professional 
organizations, 

5. Respondent is 75 years of age. 
S pecific Findings : 

1, The case involves five patients that were diagnosed with chemical sensitivity 

and/or environmentally sensitivity. 

2. Respondeat made these determinations based on use of various tests, including 
but not limited: SPECT brain scan, pupillography, thermography, heart rate variability, 
and intradermal skin testing for sensitivity to such things as: jet and diesel fuel, natural 
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gas, titanium, and lake aigac. The intradermal testing was the primary concern of die 
Board related to testing because certain injections purported to be extracts of jet fuel and 
diesel fuel exhaust fumes and other chemicals. Respondent denied that the injections 
contained any faannfui substances. 

3. Respondent's treatment of these patients included: environmental controls; heat 
depuration therapy; intraveaow therapies; oxygen treatments, and antigen injections. 
He antigen injections were the primary conetra of the Board tecause certain injections 
purported to be extracts of jet fuel and diesel fuel exhaust fumes and other chemicals. 
Respondent denied that the antigens contained any harmful substances. 

2. Respondent during his deposition of May 21, 2010 stated that there arc- no active 
chemicals in any of the chemical antigens, only the "electromagnetic imprint" of the 
cfaemlcai Ewpondent testified that he uses in Ms testing and treatment of patients 
antigens containing electromagnetic imprint of the following: natural gas; propane gas; 
ethanol; formaldehyde', phenol; unleaded gasoline and jet fuel. Respondent testified that 
the antigeag are in fact homeopathic remedies rather than substances containing actual 
chemicals. Respondent testified that none of the antigens are extracts of the actual 
substances specified in this paragraph. 

3. Boarf staff asserts Respondent's treatment is unsupported by medical research 
and is non-therapeuUc. in addition, Board Staff asserts there was s lack of proper 

iafbnaecS consent for these trestaepts 

4. Respondent asserts that his diagnosis, care, and treatment of the above patients 
wa* appropriate and la accordance with established principles of medicine sod peer 

reviewed articles disclosed to the Board. 

6. Respondent admitted his current Informed Consent documents did not disclose that 
his antigen injections, were not FDA approved, and did not disclose that the chemical 
antigens mentioned in paragraph "2" above contained only the "electromagnetic imprint" 
of the chemical. 

1. Mitigating Factors 

a. In determining the appropriate sanctions in this matter, the Panel considered the 
following mitigating factors: 
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i Respondent has cooperated in the investigation of the charges related to 
this Agreed Order. Respondent's cooperation, through consent to this 
Agreed Order, pursuant to the provisions of Section 164.002 the Act, will 
save money and resources for the State of Texas, To avoid further 
investigation, hearings, and the expense and inconvenience of litigation, 
Respondent agrees to the entry of this Agreed Order and to comply with 
its terms and conditions. 

ii. There were no claims of patient harm. 

iii. Respondent's patients continue to support him. 

CONCLUSIONS OF I AW 
Based oa the above Findings, the Board concludes thai: 



3 . The Board has jurisdiction over the subject matter and Respondent pursuant to the 

Act. 

2. Section 1 64.05 1(a)(6) of the Act, as dtfined by Board Rule §190.&(I) f failure to 
obtain informed consent from the patient or other person authorized by law to consent to 
fceeteem on the patient's behalf before performing tests, treatments or procedures. 

3. Section 164.001 of the Act authorizes the Board to impose & range of disciplinary 
actions against & person for violation of the Act or a Board role, 

4. Section 1 64.002(a) of the Act authorizes the Board to resolve and make a 
disposition of tMs matter through m Agreed Order. 

5. Section 164.002(d) of the Act provides that this Agreed Order is a settlement 
agreement under the Texas Rules of Evidence for purposes cf civil litigation. 

ORDER 

Baaed on the above Findings and Conclusions of Law, the Board ORDERS that Respondeat 
shall be subject to the following terms and conditions: 

I. Respondent shall present the approved revised Informed Consent Form attached 
to this Order, to each and every patient who is undergoing or will undergo antigen 
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injections For chemical/environmental sensitivity ("Therapy"). Respondent shall include 
in the revised Informed Consent Form, written disclosures thai explicitly state the 
following information: 

a. notice that the Therapy being offered is aol FDA approved, and that this 
Therapy is considered non-traditional medicine (this notice shall be written in 
bold, oversized print); 

b. the e ffectiveness/therapeutic value of Therapy is disputed; 

c. a disclaimer that formulations prescribed have never been tested by the FDA 
for determination of the actual contents or the medical effectiveness; 

d. a written disclaimer that the "therapeutic value" of the Therapy, if any, has not 
been established or proven and is subject of dispute. 

e. The following Disclaimers shall be made all capital bold type: 

I "THE TOEATMEmVANTIGEN THERAPIES BEING UTILIZED 
Am DESCRIBED BY RESPONDENT IN THIS DISCLOSURE 
STATEMENT TOES NOT CONTAIN ANY OF THE ACTUAL 
ACTIVE AGENT LISTED, AND CONTAINS ONLY 
"ILICTKOMAGTOUC 1MP1WT* OF TBI AGENT. THE PATIENT 
IS NOT BEING INJECTED WITH ACTUAL ACTIVE AGENTS 
LISTED ON THE ANTIGEN** 



il M THQE T1BATMEICF/ANTIG1N THEHAPY BEING UTILIZED 
AN© DESCRIBED BY 1KSPONDENT IN THIS DISCLOSU1E 
STATEMENT IS NOT ENDORSED, SANCTIONED, OR SUPPORTED 
BY THE TEXAS MEDICAL BOARD." 



2. Respondent stall be required to have each patient sign an acknowledgment This 
acknowledgment Is specifically applicable only to those patients receiving Therapy from 
Respondeat and/or employees of his practice. The acknowledgement shall state that: on 
the initial and/or first visit, after the effective date of this Order, the patient received a 
written copy of the Informed Consent described in Ordering Paragraph No. 1 . 

3. Respondent must keep the signed acknowledgement in the medical recorf of each 
patient and an additional copy of each Informed Consent and signed acknowledgement in 
a separate file. This separate file shall be made available to the Compliance Division 
upon request to verify compliance with requirements of Ordering Paragraphs Nos. i and 
3 above. 

4. In addition, Respondent shall not start using any now Therapy, antigens, or other 
formulations that contain any amounts of the active ingredient of substances that are 
classified as hazardous substances and/or carcinogens by EPA, Agency for Toxic 
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Substance Registration Sc. Disease Registry (ATSDR), OSHA, or any other federal or 
state regulatory agency. 

5, Respondent shall not change, modify, or alter Ms current antigen protocol as 
provided to Board Staff and described during his deposition on May 21, 2010, 

6, Respondent shall comply with all the provisions of the Texas Medical Practice 
Act mi all other state and federal statutes regulating the Respondent's practice. 

7, Respondent shall fully cooperate with the Board and the Board staff, including 
Bead attorneys, investigators, compliance officers, consultants, and other employees or 
agents of the Board in any way involved in Investigation, review, or monitoring 
associated with Respondent's compliance with this Order. Failure to fully cooperate sitaU 
constitute a violation of this order and a basis for disciplinary action against Respondent 
pursuant to the Act. Cooperation within the meaning of this agreement shall include 
providing Board stiff or designees with samples of the iatigew to be tested. 

S, Respondent shall inform the Board in writing of any change of Respondent's 
mailfag or practice address withto ten days of the address change. TMs information shall 
be submitted to the Permits Department and the Director of Compliance for the Board. 
Failure to provide such information in a timely manner shall constitute a basis for 
disciplinary action by the Board against Respondent pursuant to the Act. 

9. Any violation of the terms, conditions, or requirements of this Order by 
Respondent shall constitute unprofessional conduct likely to deceive or defraud the 
public, and to injure the public, end shall constitute a basis for disciplinary action by the 
Boarf against Respondent pursuant to the Act Respondeat shall be provided 30-day 
notice of a Probationer Show Compliance Proceeding to address any allegation of non- 
compliance of this Agreed Order as required by the Medical Practice Act 

10. The above-referenced conditions shall continue in full force and effect without 
opportunity for amendment, except for clear error in drafting. If, after the passage of the 
12-month period, Respondent wishes to seek amendment or termination of these 
conditions, Respondent may petition the Board in writing. The Board may inquire into 
the request and may, in its sole discretion, grant or deny the petition without further 
appeal or review. Petitions for modifying or terminating may be filed only once a year 
thereafter. 
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! I. This Order resolves in their entirety the following board matters concerning 
Respondent: SO AH Docket No. 503-07-4032, and investigative Log or case Nos. 10-4857 
and 08-1434. The Board shall take ho further action against the respondent with respect 
to the three matters referenced abova and the Board's files regarding these matters shall 
be closed. 

RESPONDENT WAIVES ANY FURTHER HEARINGS OR APPEALS TO THE BOARD OR 
TO ANY COURT IN REGARD TO ALL TERMS AND CONDITIONS OF THIS AGREED 
ORDER. RESPONDENT AGREES THAT THIS IS A FINAL ORDER. 

THIS ORDER IS A PUBLIC RECORD. 

I, WILLIAM JAMES WA* M.D., HAVE EEAD AND UNDERSTAND THE FOMEG0WO 
AGREED ORDER. I UNDERSTAND. THAT BY SIGNING, I WAIVE CERTAIN RIGHTS. I 
SIGN TT VOLUNTARILY. I UNDERSTAND THIS AGREED ORDER CONTAINS THE 

ENTIRE AG1EEMENT AMD THERE IS NO OTHER AGREEMENT OF ANY KIND, 
VBEBAL, WtTFTEN OR OTHERWISE. 

DA"ED: £ "«a J 2010. 

WILLIAM JAMES REA, M.D. 
Respondent \J 
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SIGNED AND, ENTERED by the presiding officer of the Texm Medica* Scarf on this 
_ day of XHigX^uj-" , 20 1 0. 



Irvin Zeitler, Jr., D.Q^rcsident 
Texas Medical Board 
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